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Response to Amendment 

1. Applicants' amendment filed September 18, 2006 is acknowledged and has 
been entered. Claims 1-41, 43, 44, 48, 53-56 have been canceled. New claims 
61-63 have been added. Claims 42, 45-47, 49-52, 57-63 are now pending in the 
present application. All rejections have been withdrawn in view of Applicants' 
amendment to the claims and/or comments, with the exception of those discussed 
below. 

2. The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

3. Claims 42, 45-47, 49-52 and 57-63 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter, which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a written description rejection. 

The claims are directed to a method for redirecting a subject's immune 
response from a Th2 to Thl comprising the step of administering to the subject an 
immunostimulatory nucleic acid of 8-100 nucleotides in length, having the 
following formula: 5'XiX2CGX 3 X43' wherein C is unmethylated, wherein X\, X 2 , 
X 3j and X4 are nucleotides, wherein the 5'XiX2CGX 3 X43' sequence is a non- 
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palindromic sequence. Dependent claims further claims phosphate backbone 
modification and delivery systems. 

The claims do not define the structure of the immunostimulatory nucleic 
acid of 8-100 nucleotides in length comprising the formula 5'XiX 2 CGX3X 4 3'. The 
structure defined is that the immunostimulatory nucleic acid comprising a 5'- 
cytosine-guanine-3'. What is the exact structure of the immunostimulatory nucleic 
acid? The claims only recite that it must contain a 5 '-cytosine-guanine-3 ' . The 
structure of the immunostimulatory nucleic acid is not defined. 

It is noted that neither the specification nor the claims disclose the structure 
of the immunostimulatory nucleic acid set forth in the claims. The recitation of 8- 
100 nucleotides in length indicates the length of the immunostimulatory nucleic 
acid, however, the structure of these 8-100 nucleotides has not been defined and 
shown to have the function as claimed. The immunostimulatory nucleic acids 
recited in the pending claimed genus would not clearly apprise one skilled in the 
art that the inventors had possession of the claimed genus and all species 
encompassed thereby as of the filing date. The structure of these 
immunostimulatory nucleic acids has not been specifically defined. The claims do 
not set forth the specific structure of the claimed immunostimulatory nucleic acids 
and it is not clear if the claims or specification give the structure and a function of 
the immunostimulatory nucleic acids, as required by the written description 
guidelines. 

It is noted that the claimed invention as a whole may not be adequately 
described where an invention is described solely in terms of a method of its 
making coupled with its function and there is no described or art-recognized 
correlation or relationship between the structure of the invention and its function. 
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A-biomolecule sequence described only by a functional characteristic, without any 
known or disclosed correlation between that function and the structure of the 
sequence, normally is not a sufficient identifying characteristic for written 
description purposes, even when accompanied by a method of obtaining the 
claimed sequence. An adequate written description of a chemical invention also 
requires a precise definition, such as by structure, formula, chemical name, or 
physical properties, and not merely a wish or plan for obtaining the chemical 
invention claimed. 

A lack of adequate written description issue also arises if the knowledge and 
level of skill, in the art would not permit one skilled in the art to immediately 
envisage the product claimed from the disclosed process. See, e.g., Fujikawa v. 
Wattanasin, 93 F.3d 1559,1571, 39 USPQ2d 1895, 1905 (Fed. Cir. 1996) (a 
"laundry list" disclosure of every possible moiety does not constitute a written 
description of every species in a genus because it would not "reasonably lead" 
those skilled in the art to any particular species); In re Ruschig, 379 F.2d 990, 995, 
154 USPQ 1 18, 123 (CCPA 1967) ("If n-propylamine had been used in making the 
compound instead of n-butylamine, the compound of claim 13 would have 
resulted. Appellants submit to us, as they did to the board, an imaginary specific 
example patterned on specific example 6 by which the above butyl compound is 
made so that we can see what a simple change would have resulted in a specific 
supporting disclosure being present in the present specification. The trouble is that 
there is no such disclosure, easy though it is to imagine it.") (emphasis in original); 
Purdue Pharma L.P. v. Faulding Inc., 230 F.3d 1320, 1328, 56 USPQ2d 1481, 
1487 (Fed. Cir. 2000) ("the specification does not clearly disclose to the skilled 
artisan that the inventors ... considered the ratio... to be part of their invention .... 
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There is therefore no force to Purdue's argument that the written description 
requirement was satisfied because the disclosure revealed a broad invention from 
which the [later-filed] claims carved out a patentable portion"). 

To fulfill the written description requirements set forth under 35 USC § 1 12, 
first paragraph, the specification must describe at least a substantial number of the 
members of the claimed genus, or alternatively describe a representative member 
of the claimed genus, which shares a particularly defining feature common to at 
least a substantial number of the members of the claimed genus, which would 
enable the skilled artisan to immediately recognize and distinguish its members 
from others, so as to reasonably convey to the skilled artisan that Applicant has 
possession the claimed invention. 

MPEP § 2163.02 states, "[a]n objective standard for determining compliance 
with the written description requirement is, 'does the description clearly allow 
persons of ordinary skill in the art to recognize that he or she invented what is 
claimed' ". The courts have decided: The purpose of the "written description" 
requirement is broader than to merely explain how to "make and use"; the 
applicant must convey with reasonable clarity to those skilled in the art that, as of 
the filing date sought, he or she was in possession of the invention. The invention 
is, for purposes of the "written description" inquiry, whatever is now claimed. See 
Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563-64, 19 USPQ2d 1111, 1117 
(Federal Circuit, 1991). Furthermore, the written description provision of 35 USC 
§ 1 12 is severable from its enablement provision; and adequate written description 
requires more than a mere statement that it is part of the invention and reference to 
a potential method for isolating it. See Fiers v. Revel, 25 USPQ2d 1601, 1606 
(CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 
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1016. The Guidelines for Examination of Patent Applications Under the 35 U.S. C. 
112, paragraph 1, "Written Description" Requirement (66 FR 1099-1 111, January 
5, 2001) state, "[possession may be shown in a variety of ways including 
description of an actual reduction to practice, or by showing the invention was 
'ready for patenting' such as by disclosure of drawings or structural chemical 
formulas that show that the invention was complete, or by describing 
distinguishing identifying characteristics sufficient to show that the applicant was 
in possession of the claimed invention" (Id.' at 1 104). Moreover, because the 
claims encompass a genus of variant species, an adequate written description of the 
claimed invention must include sufficient description of at least a representative 
number of species by actual reduction to practice, reduction to drawings, or by 
disclosure of relevant, identifying characteristics sufficient to show that Applicant 
was in possession of the claimed genus. However, factual evidence of an actual 
reduction to practice has not been disclosed by Applicant in the specification; nor 
has Applicant shown the invention was "ready for patenting" by disclosure of 
drawings or structural chemical formulas that show that the invention, was 
complete; nor has Applicant described distinguishing identifying characteristics 
sufficient to show that Applicant were in possession of the claimed invention at the 
time the application was filed. 

The introduction of claim changes which involve narrowing the claims by 
introducing elements or limitations which are not supported by the as-filed 
disclosure is a violation of the written description requirement of 35 U.S.C. 112, 
first paragraph. See, e.g., Fujikawa v. Wattanasin, 93 F.3d 1559, 1571, 39 USPQ2d 
1895, 1905 (Fed. Cir. 1996) (a "laundry list" disclosure of every possible moiety 
does not constitute a written description of every species in a genus because it 
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would not "reasonably lead" those skilled in the art to any particular species); In re 
Ruschig, 379 F.2d 990, 995, 154 USPQ 118, 123 (CCPA 1967) ("If n-propylamine 
had been used in making the compound instead of n-butylamine, the compound of 
claim 13 would have resulted. Appellants submit to us, as they did to the board, an 
imaginary specific example patterned on specific example 6 by which the above 
butyl compound is made so that we can see what a simple change would have 
resulted in a specific supporting disclosure being present in the present 
specification. The trouble is that there is no such disclosure, easy though it is to 
imagine it.") (emphasis in original). In Ex parte Ohshiro, 14 USPQ2d 1750 (Bd. 
Pat. App. & Inter. 1989), the Board affirmed the rejection under 35 U.S.C. 1 12, 
first paragraph, of claims to an internal combustion engine which recited "at least 
one of said piston and said cylinder (head) having a recessed channel." The Board 
held that the application, which disclosed a cylinder head with a recessed channel 
and a piston without a recessed channel did not specifically disclose the "species" 
of a channeled piston. 

For the reasons set forth, the written description of the claimed invention is 
lacking. 

4. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to 
prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. A 
nonstatutory obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined application claim is 
not patentably distinct from the reference claim(s) because the examined 
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application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re 
Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 
937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 
(CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 
1.321 (d) may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or patent 
either is shown to be commonly owned with this application, or claims an 
invention made as a result of activities undertaken within the scope of a joint 
research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign 
a terminal disclaimer. 1 A terminal disclaimer signed by the assignee must fully 
comply with 37 CFR 3.73(b). 

5. Claims 42, 45-47, 49-52 and 57-63 are provisionally rejected on the ground 
of nonstatutory obviousness-type double patenting as being unpatentable over 
claims 31, 32 and 37 of copending Application No. 10/894862. Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because they both claim a method of redirecting a subject's immune response from 
a Th2 to a Thl (i.e. a method of inducing a Thl response and suppressing a Th2 
response in a subject) comprising administering to the subject a 
immunostimulatory oligonucleotides. 
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This is a provisional obviousness-type double patenting rejection because 
the conflicting claims have not in fact been patented. 

6. Claims 42, 45-47, 49-52 and 57-63 are provisionally rejected on the ground 
of nonstatutory obviousness-type double patenting as being unpatentable over 
claims 40-5 1 of copending Application No. 1 1/067587. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because 
they both claim a method of redirecting a subject's immune response from a Th2 to 
a Thl (i.e. a method for promoting a Thl immune in a subject) comprising 
administering to the subject a immunostimulatory oligonucleotides. 

This is a provisional obviousness-type double patenting rejection because 
the conflicting claims have not in fact been patented. 

7. Claims 42, 45-47, 49-52 and 57-63 are rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 
26-49 of U.S. Patent No. 62391 16. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the instant 
claims are directed to a method of redirecting a subject's immune response from a 
Th2 to a Thl comprising administering the subject a immunostimulatory 
oligonucleotides. However, the issued claims are directed to methods for inducing 
interferon-gamma in a subject and a method for inducing IL-12 in a subject, 
comprising administering to the subject a immunostimulatory oligonucleotides. 
The instant claims are directed to a broad genus of redirecting a subject's immune 
response from a Th2 to a Thl, whereas inducing interferon-gamma in a subject and 
a method for inducing IL-12 in a subject are species of the genus of redirecting a 



Application/Control Number: 09/337,893 
Art Unit: 1645 

subject's immune response from a Th2 to a ThL Thl cells predominantly produce 
cytokines interferon-gamma and IL-12. It would have been obvious to one of 
ordinary skill at the time the invention was made that inducing interferon-gamma 
in a subject and a method for inducing IL-12 in a subject would lead to a 
redirecting a subject's immune response from a Th2 to a Thl . The method steps 
are the same, administering an immunostimulatory oligonucleotide to the subject. 

8. No claims are allowed. 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

10. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to N. M. Minnifield whose telephone number is 
571-272-0860. The examiner can normally be reached on M-F (8:00-5:30) Second 
Friday Off. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax 
phone number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
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direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to 
the automated information system, call 800-786-9199 (IN USA OR CANADA) or 
571-272-1000. 'f/l/Jj 
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